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Validation for determination method of microbacteria limit of Shuitiaosan powder
HE Jin' REN Xue' CAO Jiafu' AN Ye' LIU Ruixia’( 1. Department of Pharmacy General Hospital of Shenyang Military Region
Shenyang 110016 China; 2. Department of Pharmacy Shenyang Medical University Shenyang 110016 China)

Abstract  Objective To validate the determination method of microbacteria limit of Shuitiaosan powder. Methods Plate
counting method was used. The method of counting bacteria and mould was validated by the recovery rates with 5 control strains. The
method of checking control bacteria was validated by observing cultivation of Staphylococcus aureus and Pseudomonas aeruginosa in the
test group positive control group and negative control group in the same environment. Results The recovery rate of every trail strains
was higher than 70% when centrifugal sedimentation methods were used in the counting bacteria and mould. To the examination of con—
trol bacteria Staphylococcus aureus and Pseudomonas aeruginosa were detected by the centrifugal sedimentation methods. The tested
strains were observed in the test group and in the positive control group. No strains were observed in the negative control group. Con—
clusion The methods are simple feasible reliable and can be used for the examination of microbacteria limit.
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